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REMARKS 

Claims J -37 arc pending in the present Application, where claims 2-7, 12, 13, 15, 
16, 20-20, and 31-37 have been withdrawn from consideration. Claim 1 has been 
amended, leaving Claims 1, 8-1 1, 14, i 9-19, and 30 for consideration upon entry of the 
present Amendment. 

Support Tor the amendment to claim 1 can be found at least in the specification on 
page 1 5; lines 4-5 and in the Figures, for example figures 1 and 4. It is to be understood 
thai the amendment lias merely been made for clarification, and docs not change the 
scope of the claims. 

Reconsideration and allowance of the claims are respectfully requested in view of 
the above amendments and the following remarks. 

C'lajmjlcicc^ LQ2(b) 

Clainis L 17-19, and 30 stand rejected under 35 US.C. § 102(b), as allegedly 
anticipated by U.S. Patent No. 5,609,629 to Fearnot ct al (hereinafter "Fearnot"). 
Applicants respectfully traverse this rejection. 

The present application is directed to an implant having a tissue/implant interface, 
comprising an implant having an outer surface; a bioactive polymer layer adjacent to at 
least a portion of the outer surface; and controlled release nanoparticles, liposomes, or 
microspheres containing a tissue response modifier within the bioactive polymer layer, 
wherein the controlled release nanoparticlcs, liposomes, or microspheres provides the 
tissue response modifier to the site of implantation in a quantity effective to control tissue 
response at the site of implantation. 

Fearnot is directed to an implantable medical device (10) such as a coronary stent 
having a stincturc (12), a layer ofbioactive material (18) positioned over the structure, 
and a porous layer (20) positioned over the bioactive material layer. (Abstract) The 
device is illustrated, for example, in Figure 1 . The bioactive layer may be, for example, 
an anti-inflammatory steroid, heparin, dcxameihasonc, etc. (Col. 3, II. 30-35) The 
porous layer is ''composed of a polyimide, parylenc or a parylcne derivative applied by 
calalysi-frce vapor deposition" which is "adequate to provide controlled release of the 
bioactive material" (Col. 3, II. 50-54) Alternatively, the porous layer can be applied by 
plasma deposition and comprise "polyethylene oxide), poly(ethylenc glycol), 

8 

PWS 10/13 1 RCVD AT 3/21/2005 2:14:29 PM [Eastern Standard Time] x SVfcUSPTQ-EFXRMfS * DMS:87M3M 1 CSfl>:86028601 15 1 DURATION (mm«ss):0346 



MMR-21-2005 HON 03:26 PH CANTOR COLBURN LLP FAX NO. 8602860115 P. 11 



98-2163-1* 

poly(propylcnc oxide) and silicone, as well as polymers of methane, tetrafluoroethylcne 
(including TEKI ,ON brand polymers), tctramethyldisiloxanc, and others." (Col. 4, 11. 18- 
23) The device may include additional layers of bioactive material that "can be placed 
directly atop one anoLher or can be separated by additional porous polymer layers 
between each of them." (Col. 4, 11. 23-28) The bioactive material may be deposited "as a 
layer of particles" such as "microencapsulated particles, dispersed in liposomes, adsorbed 
or absorbed into small carrier particles". (Col. 14,11. 12-28) It is then stated "In any 
event, once the bioactive material layer 18 is in place, the at least one porous layer 20 is 
then applied over the at least one bioactive material layer 18". (Col. 14,11.29-21) Thus, 
regardless of the form of the bioactive material layer, the bioactive material and the 
porous layer arc discrete layers on the substrate. The bioactive material is not disposed 
within the porous layer, but is instead present as a discrete layer. 

In making the rejection, the Examiner states "Fcarnot anticipates the claim 
language where the implant with the outer surface. . . by implant (10)". "The bioactive 
polymer layer wilh nanoparticles of liposomes as claimed is met by the disclosure on 
column 14, lines 12-29 ofFearnoL". Also, "the bioactive tissue response modifier as 
claimed is disclosed on column 3, lines 30-49 of Fcarnot". (Paper 91604, Page 2) 
Applicants submit thai Fearnot docs not disclose "controlled release nanoparticles, 
liposomes, or microspheres containing a tissue response modifier willun the bioactive 
polymer layer" as claimed in the present Application. There is no teaching or suggestion 
in Fearnot that the bioactive material be present within the porous layer. Thus Fcarnot is 
missing an clement of the present claims. In addition, Fcarnot also fails to render the 
present claims obvious. Given that the porous layer is deposited by vapor or plasma 
deposition, it is not obvious that one of skill in the art could or would incorporate a 
bioactive material into such a layer. 

In the office action, the "Rxaminer asserts that the claim does not require that the 
bioactive material be in the porous polymer layer so this argument is not commensurate 
in scope with the claim". (Paper 91604, Page 4) Applicants submit that the present 
claims clearly require the tissue response modifier to be within the bioactive polymer 
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layer. 1 It is believed, however, that the present amendment clarifies this point, such that 
Kearnot doos not meet this claim limitation and thus does not disclose this limitation of 
the present claims. For at least the foregoing reasons, reconsideration and withdrawal of 
the rejections over Fcarnot are requested: 

Claims 1, 17-19, and 30 stand rejected under 35 U.S.C. § 102(b) or (c), as 
allegedly anticipated by U.S. Patent Mo. 5,801,033 to Ilubbell et al (hereinafter 
"Ilubbeir). Applicants respectfully traverse Ihis rejection. 

Tkibbcll is directed to methods of formation of biocompatible membranes around 
biological materials or biomedical devices. (Abstract) The biocompatible membrane is 
the pholopolymerization product formed by a macromer such as polyethylene glycol, a 
pholoinitiator, an optional cocatalyst, and an optional accelerator. (Col. 7, IL 25-35) The 
biological material may be a "microencapsulated material as a core about which the 
macromer is polymerized in a suspension polymerization reaction 1 '. (Col 8, 11. 1-3) In 
another method, interfacial polymerization is used to polymerize the macromer onto a 
microencapsulated biological material. (Col. 8, 11. 46-49) In the direct interfacial 
polymerization mclhod, interfacial polymerization is used "to form a membrane directly 
onto the surface oflhe biological material". (Col. 9, II. 25-27) In making the rejection, 
the Examiner states "Ilubbell anticipates the claim language where the tissue response 
modifier is ihe agent or material released by the encapsulated cells to have a therapeutic 
purpose in the patient." The Kxaminor 'Views Ihe polymer and biological material as 
different parts of the same layer as the polymer forms a coating around the biological 
materials or pharmaceuticals to form microparticlcs. (Paper 91604, Page 4) 

Applicants submit that contrary to the Examiner's suggestion, Hubbel! does not 
disclose an implant comprising "controlled release nanoparticles, liposomes, or 
microspheres containing a tissue response modifier within thebioactive polymer layer" 
as now claimed. Hubbel! nowhere teaches to coat a medical device with encapsulated 
biological material in an amount sufficient to coat the device with a layer. I lubbell is 
directed to forming biocompatible membranes around biological materials or biomedical 
devices. There is no teaching or suggestion to combine the coated biological materials 

1 II is lo be understood Hut use of ihe term ''aimprisinjf also allows at least some Usmic response modifier 
to pre present "on" the biaiciivu polyincr layer, provided that at least some is '"wiihin" the layer. 
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with a medical device. A stated above, a single source must disclose all oflhe claimed 
elements "arranged as in the claim." Structural Rubber Prods, Co. v. Park Rubber Co., 
7<l9F.2d 707, 716, 223 U.S.P.Q. 1264, 1271 (Fed. Cir. 1984), llubbell discloses coating 
biological materials or medical devices and thus fails to disclose a tissue response 
modifier in a bioactivc polymer layer as presently claimed. 

In addition, llubbell fails to render the present claims obvious because one of 
ordinary skill in the an would not have been motivated to combine the "membranes" of 
llubbell with the encapsulated materials of [lubbcll. Such combination arises solely from 
the teaching of the present specification, in there is no suggestion nor expectation of 
success in making the combination other than thai orthe instant specification. 

For at least the foregoing reasons, reconsideration and withdrawal of the 
rejections over Hubbcll are requested. 

It is believed that the foregoing amendments and remarks fully comply with the 
Office Action awl that the claims herein should now be allowable to Applicants. 
Accordingly, reconsideration and allowance are requested. 

If there are any additional charges with respect to this Amendment or otherwise, 
please charge them to Deposit Account No. 06-1 130. 

Respectfully submitted, 
CANTOR COLBURN LLP 
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